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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 26 September 2003 . 
2a)D This action is FINAL. 2b)K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) I3 Claim(s) 1-28 is/are pending in the application. 

4a) Of the above claim(s) 1-17,19,20 and 23-28 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [x] Claim(s) 18,21 and 22 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§ 119 and 120 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 
*\4)M Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 
reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 
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DETAILED ACTION 

Claims 1-28 are pending. 



Applicant's election without traverse of claims 18, 21, 22, to the extent that they 
5 are drawn to a pc3 specific antibody, in the paper filed 09/26/2003 is acknowledged. 



Claims 1-17, 19, 20, 23-28 are withdrawn from further consideration pursuant to 
37 CFR 1.142(b) as being drawn to a nonelected invention, there being no allowable 
generic or linking claim. Election was made without traverse in the paper filed 
10 09/26/2003. 



Claims 18, 21, 22 are being examined only to the extent that they are directed an 
antibody substance specific for protocadherin pc3. 

1 5 The application is not fully in compliance with the sequence rules, 37 C.F.R. § 

1 .821-1.825. Specifically, the specification fails to recite the appropriate sequence 
identifiers at each place where a sequence is discussed. See, for example, page 10, lines 
20-21, and Figure 1A-1C. This is not meant to be an exhaustive list of places where the 
specification fails to comply with the sequence rules. The specification has not been 

20 checked to the extent necessary to determine the presence of all possible minor errors. 
Applicant's cooperation is requested in correcting any errors of which applicant may 
become aware in the specification. The application cannot issue until it is in compliance. 
Nucleic acid sequences with 10 or more nucleotides, at least 4 of which are specifically 
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defined, must comply with the sequence rules. Amino acid sequences with 4 or more 
residues, at least 4 of which are specifically defined, must comply with the sequence 
rules. Sequence identifiers can also be used to discuss and/or claim parts or fragments of 
a properly presented sequence. For example, language such as "residues 14 to 243 of 
5 SEQ ID NO:23" is permissible and the fragment need not be separately presented in the 
"Sequence Listing." Applicant may bring the figure(s) into compliance by amending 
either the figure(s) or the "Brief Description of the Drawings" to recite the appropriate 
sequence identifier. 

Correction is required. 

10 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
1 5 conditions and requirements of this title. 

Claims 18, 21 are rejected under 35 U.S.C. 101 because the claimed invention is 

directed to non-statutory subject matter. Claims 1 8 and 21, as written, do not sufficiently 

distinguish over antibodies as they exist naturally because the claims do not particularly 

20 point out any non-naturally occurring differences between the claimed products and the 

naturally occurring products. In the absence of the hand of man, the naturally occurring 

products are considered non-statutory subject matter. See Diamond v. Chakrabarty, 447 

U.S. 303, 206 USPQ 193 (1980). The claims should be amended to indicate the hand of 

the inventor, e.g., by insertion of "Isolated" or "Purified." 



25 
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Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
5 art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 

set forth the best mode contemplated by the inventor of carrying out his invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
1 0 claiming the subject matter which the applicant regards as his invention. 

Claims 18, 21, 22 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 

comply with the written description requirement. The claim(s) contains subject matter 

which was not described in the specification in such a way as to reasonably convey to one 

15 skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. The claims are directed to or encompass an 
antibody substance that is specific for protocadherin pc3. According to the specification 
polynucleotide sequences encoding novel cadherin-like polypeptides, designated 
protocadherins, and variants thereof are provided by the invention (Abstract). For 

20 example, knowledge of the sequence of a partial or complete DNA encoding a 

protocadherin makes possible the isolation by standard DNA/DNA hybridization or PCR 
techniques of full length cDNA or genomic DNA sequences that encode the protein (or 
variants thereof) (paragraph bridging pages 5-6), Protocadherin variants according to the 
invention may comprise polypeptide analogs wherein one or more of the specified amino 

25 acids is deleted or replaced or wherein one or more non-naturally encoded amino acids 
are added (paragraph bridging pages 6-7). Accordingly, the term "protocadherin pc3" 
encompasses a genus of variant protocadherins. Hence, the claim encompasses a genus 
of antibodies that bind a genus of variant protocadherins. The specification exemplifies 
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"protocadherin pc3" with the amino acid sequence of SEQ ID NO: 110 (Example4). 
However, the specification and claim do not indicate what distinguishing attributes 
shared by the members of the "protocadherin pc3" genus. The specification and claim do 
not place any limit on the number of amino acid substitutions, deletions, insertions and/or 
5 additions that may be made to "protocadherin pc3 Thus, the scope of the claim 
includes numerous structural variants, and the genus is highly variant because a 
significant number of structural differences between genus members is permitted. 
Structural features that could distinguish compounds in the genus from others in the 
protein class are missing from the disclosure. No common structural attributes identify 

10 the members of the genus. The general knowledge and level of skill in the art do not 
supplement the omitted description because specific, not general, guidance is what is 
needed. Since the disclosure fails to describe the common attributes or characteristics 
that identify members of the genus, and because the genus is highly variant, SEQ ID NO: 
110 alone is insufficient to describe the genus. One of skill in the art would reasonably 

1 5 conclude that the disclosure fails to provide a representative number of species to 
describe the genus. Thus, applicant was not in possession of the claimed genus. 

Claims 18, 21, 22 are rejected under 35 U.S. C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter 
20 which applicant regards as the invention. Claims 18, 21, 22 are indefinite because they 
recite the term "protocadherin pc3." Because the instant specification does not identify 
that material element or combination of elements which is unique to, and, therefore, 
definitive of "protocadherin pc3" an artisan cannot determine what additional or material 
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limitations are placed upon a claim by the presence of this element. The metes and 
bounds are not clearly set forth. 



Claims 18, 21, 22 are rejected under 35 U.S.C. 101 because the claimed 
5 invention is not supported by either a specific and substantial asserted utility or a well 
established utility. 

Although the present specification implies that protocadherin pc3 is involved in 
cell-cell adhesion (page 5, full paragraph 1), the specification provides little beyond its 
amino acid sequence (see Example 4). Furthermore, Suzuki (U) indicates that it appears 

10 that protocadherins do not have a role in typical cell-cell adhesion (page 2610, right 

column, full paragraph 2). Recent studies have proved the cell adhesion role of classical 
cadherins in embryogenesis. In contrast, the biological role of protocadherins is elusive. 
Circumstantial evidence, however, suggests that protocadherins are involved in a variety 
of cell-cell interactions. Protocadherins have unique properties. See Suzuki (U), 

15 Abstract. Circumstantial evidence suggest that they play an important role in vivo, but 
not much is known about their function (Suzuki (U), page 261 1, left column, full 
paragraph 1). Therefore, further experimentation is necessary to attribute a utility to the 
claimed protein. See Brenner v. Manson, 383 U.S. 519, 535-36, 148 USPQ 689, 696 
(1966) (noting that "Congress intended that no patent be granted on a chemical 

20 compound whose sole "utility" consists of its potential role as an object of use-testing", 
and stated, in context of the utility requirement, that "a patent is not a hunting license. It 
is not a reward for the search, but compensation for its successful conclusion."). 
Materials to be used for research, or methods of using those materials for research, raise 
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issues of whether the utilities require or constitute carrying out further research to 
identify or reasonably confirm a "real world" context of use. See, e.g., Brenner v. 
Manson, 383 U.S. 519, 148 USPQ 689 (Sup. Ct. 1966) wherein a research utility was not 
considered a "substantial utility." Additionally, there is no art of record that discloses or 
suggests any activity for the claimed protein. Therefore there is no well-established 



Claims 18, 21, 22 are also rejected under 35 U.S. C. 112, first paragraph. 
Specifically, since the claimed invention is not supported by either a specific and 
substantial asserted utility or a well established utility for the reasons set forth above, one 
skilled in the art clearly would not know how to use the claimed invention. 



No claims are allowable. 



Any inquiry concerning this communication or earlier communications from the examiner should be 

DIRECTED TO DAVID S. ROMEO WHOSE TELEPHONE NUMBER IS (703) 305-4050. THE EXAMINER CAN NORMALLY BE REACHED ON 

Monday through Friday from 7:30 a.m. to 4:00 p.m. 

if attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, gary 

KUNZ, CAN BE REACHED ON (703) 308-4623. 

IF SUBMITTING OFFICIAL CORRESPONDENCE BY FAX, APPLICANTS ARE ENCOURAGED TO SUBMIT OFFICIAL 

correspondence to the following tc 1600 before and after final rlghtfax numbers: 
Before Final (703) 872-9306 
After Final (703) 872-9307 

IN ADDITION TO THE OFFICIAL RlGHTFAX NUMBERS ABOVE, THE TC 1 600 FAX CENTER HAS THE FOLLOWING OFFICIAL 

FAX numbers: (703) 305-3592, (703) 308-4242 AND (703) 305-3014. 

Customers are also advised to use Certificate of Facsimile procedures when submitting a reply to a 
non-final or final office action by facsimile (see 37 cfr 1 .6 and 1 .8). 

FAXED draft OR INFORMAL COMMUNICATIONS should be DIRECTED TO THE examiner AT (703) 308-0294. 
Any inquiry of a general nature or relating to the status of this application or proceeding should be 
directed to the group receptionist whose telephone number is (703) 308-0196. 



utility. 
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